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NDA 5-970/S8-027

Etkins=-Sinn, Inc.

2 Esterbrook Lane -
P.0. Box 5483 AUG 2 4 1985
Cherry Hi11, NJ 08034

v

Attention: Thelma C. Hilibrand
Gentlemen:

Please refer to your supplemental new drug application dated February 14,
1983, resubmitted February 13, 1985, pursuant to section 505(b)(1) of the
Federal Food, Drug and Cosmetic Act for Sotradecol (sodium tetradecyl
sulfate) Injection. ' _ -

The supplement provides for formula and procedures for a larger batch of
purified gel (S-027).

We have completed our review of this supplement and it 1s appro@ed.
Please be advised that you must comply with the requirements set forth
under 21 CFR 314.8C and 314.81 for an approved NDA,

Sincerely yours,

Patricia H. Russell, #,D.
Sirector
Division of Surgical-Dental
Drug Products
0ffice of Drug Research and Review
Center for Drugs and Biologics
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